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s V. —

DEPARTMENT OF HEALTH anND HUMaN services | APPLICATION FOR A VARIANCLc | Fom A?P';“"f- gMB N°~3 391200025
oo rd Dron A FROM 21 CFR 1040.11(e) FOR A | SZEn00 ol oo
d Administrat ‘
ood and Brug Administratian LASER LIGHT SHOW, DISPLAY, [Gocker numser
OR DEVICE ‘
NOTE: No laser hght showw, pro,ecnon Systam, or device may vary from compliance -..m 21 CFR Y040.1Y(c) in Geswin or use -nthout the approval of
this applicalion in Bccordance witn 21 CFR 1010.4. , 3 ey vy 24 AC -t
INSTRUCTIONS .
1. Chscx ab spphtedle boaes and type of pant tha 3. Mai your application to the Dockets Management Branch (MFA-3085). Food and
requested information. Drug Administration. Room 1-23, 12420 Parkiawn Drive. Rockville, MD 20852,

2. Submi sn original and four (4) copies. 4. Enter gocket number if s33iQned.
1. NAME OF COMPANY :
Concurrent Technoloqies Corporation
2. ADDRESS OF COMPANY (incknte ZIP Code)lir P.O. Box is used, Includa aclual stzeel address slso.)
100 CTC Drive, Jahnstown, PA 15904
T NAME AND TITLE OF RESPONSIBLE PERSON 4. TELEPHQONE NO. finciude area code) 5. DATE OF SUBMISSION

| 67 THE APPLICANT REQUESTS THE VARLIANCE TO 8E IN EFFECT FOR A PERIOD 6F 2 YEARS FROM THE DATE OF ISSUE. fin
gonars/. tno Agcncy wid spprowe 8 variance far anky two years. If a bonger periog is requested, 8 ‘suﬂ:nhn must oo sresched as port of Whe applicatanJ

7. PRODUCT DESCRIPTION ARD USE .
a. LIST NAME AND/OR MODEL NUMBERIS) FOR THE LASER IIGHT SHOW(S) AND PROJECTORIS) ) QLRD \ﬁr
OO R & v AmTas T T L s T B2 (L5 Y ary e TOEATIBN
" O aaser dispiay device &1 More thap 15 days
O & projector far a lascr Light show (J More than 5 tar nat more man 15 days
@ A [aser ight show (J Less than & days
{1 Otwher (Spacity; g- TOUR IS INTENDED TO RUN FOR
c. [0 PROJECTORS ARE INTENDED FOR SALE, LEASE. OR LOAN TO [J More than 6 months
OTHER LASER LIGHT SHOW PRODUCERS O 1-6 months
a. PRODUCT IS INTENDED FOR USE IN A [0 Less than ons month
(J Planetarium or other dame projection suwucture ] Not apphcable fNor a rowr)
O Tneater O ower fSpeatyl,
) Hotel/motel palirosm or meedng room n. PROPUCT UTILIZES THE FOLLOWING [ASER EFFECTS
- [ Store gispiays Front screen projections
[0 Trage show or convenrtion &) Rear streen projsctions
) biscormneque er night club 7 Holographic displays
(O Pavilon fJ Muniple reflaction/diffraction effacts
[1 indoor arena (O Audiencs scanning Ak incrdes scanning any sccessidie
() Owgoor arana wnconyolled areas]
o (3 Museum k] Retleciions from stationary mirrars or mirrered
[0 Owtaoer unenciosed area sufaces {Beam Mawmices]
O ower {Specity) [J siavonary iradiation of rotating mirror balls, etc.
o. PRODUCT (S INTENDED TO BE USED [3 Scanning ¥radiation of mtn'una muror balls, etc.
fd At only ene (Aced) Tocation O Fiber optic projections
0 A1 a variety of (Towr! locations f] Fog. smoka, ar owner scamering enhancement offects
0O Other (Spegitys . O omer rSpeatyl
8. LASER RADIATION LEVELS '
LASER MEDIUM Lar, He-Ne, ere.) WAVE LENGTHS fnnu PEAK POWER (warts)
ARGON 532 .NM 18 WATTS

9. IF ANY LASER RADIATION IS PULSED OR SCANNED. GIVE THE PULSE DURATION AND RATE_ AND SCANNING FREQUENCY AND aMPLITUDE

SCANNING FREQUENCY 2000 CYCLES PER SECOND AT AN AMPLITUDE OF 1.5" PER POOT

10. REASON FOR REQUESTING VARIANCE

O Comypliance with the limits of 21 CFR 1040.11{c) woula restr.ct tho intended use of tha praduct pecause compliance woula
WMIT the PuJipyT power 1o [he extent that tha dcsired effects would not be sufticiently wvisible

IV~ /&3 VAR /
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" 11. MANNER IN WHICH (T 1S PROPOSED TO DEvi~TE FROM THE REQUNREMENTS OF THE APPLICAE .. STANDARD

ﬂ IT 15 proposea to deviate trom the provisions of 21 CFR 1040.11(c} in tnat the accessible emission lave] =oulq excerd the
accessible amussion limits specified in 21 CFR 1040.7 lc).

{0 1t is proposed ta deviate from the provisions of 2 CFR 1040.1 {{c] as follows:

12. ADVANTAGES TO 8E DERJIVED FROM SUCH DEVIATION

T} Lasar ight shows and displays are accopted popular Media in onterlainment and e ars. Usae of power levals in axcess
of the limits imposad by 21 CFR 1040.71(c} is nacessary ta achiave The fequircd cffects in these media.

T Omer or aaditional advantages (describe and expisod

-1 3. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDED. [(Cneck as many baxas as apply. in item 14 “Remarks, ™
Justfy any boses not checked, using addigonal sheers as necessary. Siate any other means of radiation protacvon thal will be used.)

a.[3} Al laser products, systems. shows, ana projectors will be centified 1o comply with 21 CFR 1040.10 and the conditans of Mis variance =
and vl be reported as required by 27 CFR 1002.10 AND 1002.11 using the reporing guides pravided for such purposa. Thesa actions
wifl e accomplished prior 10 any introductan Into esmmerce.

b. [} Effacts nat specifically indicatea m this variance application will not be performed. No ather affects will ba adaed until an amendment 1o
~ the variance has been obtained and the required reports or supplements, as applicable. have been submitred.

c. X Scanning. projection, or reflection of laser and coilateral radiation [Lght show radiation) into audience or other accessible unconaplled
arcas will not ba permitled cxcept tor ditfuse reflections produces by e aumosphers, added atmospheric scatiering media. and target
SCreens.

d. m Laser radgiaton levels in excess of the limits of Clyss | will not be permificd a7 any point less than 3.0 meters abave any surface upon
which persons other 1nan operawors, performers, or employeas are parmitied 1o stand or 2.5 meters below or in lateral separaten from
any place wnere such persons are permittad to ba. Oparators, perfarmars, and employses will not ba required or allowed o view
radiauon above the limits of Class [ or be exposed to radiatian abave the kimits specified in 21 CFR 1040.11(d).

e. [2 Any product which relies on scanning Yo meet accass, axposdre. or product class lumits will incorparats a scanning saleguard system
which directly scnses scanngr motion and which will react fasy enough to preciude exceeding e applicable limrt.

f. m All taser fight shows shall ke under the direct and personal conirol of Taired. cOMPeETeNT cperatoris}. Tha operator(s; will:
(1} Be an empioyee of the vanance holder who will be responsibie for tha Waining and the conduct of the operator:
{2) Be located where all beam paths can dc directly observed at afl imes; and

{3) immediately lerminato the emission of hght show radiation in the event of any unsafe condition: or, for ouldoor shows, UPONH raquost
Dy any air waffic conwol officials. .

F 9- 4 The maximum laser projecter output power will not exceed the level required to obtain the intenged effects.

h.{X The projecTion System [i.o.. Zne projector and all othes. camponents used 1o produce the kghting eftects) will pe securely mounted or
immabilized 1o prevent unintended mo-sment or misalignmany. Beam masking will be provided as an inherent part of the system design
to prevent overfilling of screens, baam stops, targets, erc.

i. B Laser projestors will not be ogelivered to any oTher party under an agreement of sale, {sase, of loan uniess and until he reciplent
Semonsuatss tn)at they have 3 vananca in effect at the tme of delivery that permits them to produca laser fight shows incorporatng
sych projecror(s). i

i- (X In aodion 1o e requirements of 21 CFR 1040.10(h), the manufacturer of laser projoctars/systems will provide o parties wiho pur-
chase, l83so, of Polrow the eQuil_DmﬂﬂL agdequate users instructions for safe installation and eperation which expiain the responsibiliry of
the recipiont as an indepandent light show manufacturar Ta submit the raquired reports and apply for anc obuain a variance from CORH
PAOr 10 inpoduchon intg commerca of any lascr Iight shows,

Ll The requirements of 21 CFR 1002.30(al(1) and (2) will be sccomphished dwough the use of written procedures for setup, alignmaent,
Tesung, and perfarmance of each show. thase proceduras will be in sufficient detail 1o ensure compliance with 21 CFR 1040.10, The
condmons of Ous vanance, and the conuo| of access To radiation Areas using the procedures described in Uws ANSIZ136.1 standarg foc
the safe use of lasers [American Nedonal Smndards insoaute, 1430 Brosdway, New York. NY 10018] or any other equivalent usef
consensus srandard and, wiere applicadble. sYate or local requirements. Laser radiation areas which can contain radiation levels above
the l.rnns specified in 21 CFR 1040.11{c] will pe clearly identfied by the posung of warming signs and/or resIictng accuss Wwough
phv_su:al moaans (such as presswre switches. pnoto cells. barriers, gusrds. erc_J. These requirements apply Yo tamporary arsas [sueh &S
during ser up and akgnmaeant procedurss) and to final or permanent arsas. The variance holder =il retain the racaords of these pracedures
and the results of all tosts as required by 21 CFR 1002.31. A copy of the variance applicaton, the approval letier, cufrent pracedures,
3nd records rolating 10 @ach particular show will be wilh Tthe operalor or other responsibln individual ang will be made availabje for
inspecyon by FDA ana other responsidle authorities.
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1. & Aavance wiitten noufication will pe made & fly as possible to appropnate federal, state, ana! “authoritics providing show itinerary

with Gates and lecations clearly and completely dentified, and a3 basic dsscription of the propose.  «ects including 3 statement of e
maximum power oulpul infended. Such notifications wil be made, byt not necessarily te hmnea. to:

{1} The Center tor Revicas and Radiclogical Health, Offica of Complianca (HFZ-342), 2098 Gafiner Roaag, Rockville. MD 20850, prowding
tha initial ana clesing dates for fixed Instaliations and the itinerary for mobile shows. In agdition. unless all aspccts of each show have
Deen reported ana accession numbers cicarly referenced, sach nopce will include derailyd descriptions of each show ang a lisung of all
effects ta be perfarmeod in sufficient datail Yo confum compliance with e ragulations 8RA this varjance.

12} The Federal Aviation Adminiswation {FAA) for any projactions into open airspace at any time fi.e,, ckding set up, signment,
renearsals, performances, eic.). If the FAA objacts 10 any laser effects, the objections will be resalved ana any conditens requested Py
FAA will be adhered To. If thesa conditions cannol be met. the objectonable affects will be geleted from the show

{3) State and local radiation control offices/agencies for all shows to be porformed within their arisdictions. All requuements of stats ana
jocal law will b satisfied and any ebjactions raised by Jocal suthorities will be resolved or the effacts deleted. (A (s of federal and
state offices is availadle from the Cenver far Devices and Radiological Heanth upon reQuest.]

IMARKS

NO REMARKS

CERTIACATION

1 CERTIFY that all of the abave informatien and statements afe True. complets. and correct o the best of my knowladge and acknowiledgs
that my variance application may be denied or my wariance Mmay be revaked if this spplication {s found te Pe false, misicading of incorrect
N oy matenal way. | have submitied and will submit afl reports requirad by 21 CFR 1002.10 ang Y002.11 on the [aser equipmont and
showls). | further undarstand that | may be required by ragulation of by the Director. Centar for Devicas sna Radiolagical Healtn, o supply
such ofhef informaPon as May be Necessary o ovaluyate and act on Wus application.

15. SIGNATURE

16. NAME (Type or Prial) 17- TITLE
é é / é é 6 E HOWARD A. KUHEN VICE PRESIDENT & CTO




